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Design: Randomized clinical trial

Population/sample size/setting:

- 40 patients (age and sex not reported preciselgiianeage in the 40s) treated
for established Méniére’s disease at 8 universigpitals in Sweden,
Denmark, and Norway

- Eligibility based on age 20 to 65, diagnosis ofinied Méniere’s according to
American Academy of Otolaryngology (AAO) criterigith hearing loss of
20 to 65 dB in the frequencies 500 Hz, 1 kHz, 2 khid 3 kHz, with at least
8 attacks of vertigo lasting at least 20 minutethapreceding year

- Exclusion criteria were any previous inner ear stygany systemic disease
treated with steroids, any use of diuretics or ddators within 2 weeks of
entry into study, active bilateral disease, or previous destructive procedure
(e.g., gentamicin injection); purely vestibular ggtoms, pregnancy, and any
suspicion of perilymphatic fistula

Main outcome measures:

- All patients had placement of ventilation tubeddated by 2 months of
monitoring for vertigo

- Only patients who had at least 2 attacks of vertigiong the monitoring
period were eligible to continue with the study amde randomized

- Randomization was to either an active interventidth a localized
overpressure device (n=20) or to an identical-appgglacebo device (n=20)

- Duration of placebo-controlled treatment was 8 vgeek

- Primary outcomes were based on diary entries duhi@dinal 4 weeks of
treatment: change in frequency of vertigo, chamgae AAO functionality
profile, and change in patient perception of veriog a visual analog scale

- Group comparisons were based upon permutationusstg matched pairs of
observations, although the matching of patients jpatirs is not clearly stated

- Of the three primary outcomes, the change in frequef vertigo was not
significantly associated with treatment, but the@Aunctionality and the
vertigo VAS scores were favorably associated withdctive treatment device

- Several secondary outcomes (tinnitus, hearingepggierception of aural
pressure) were not significantly associated witatiment group

Authors’ conclusions:
- Local overpressure treatment is a noninvasive, estndctive, and safe way to
reduce hydrops in Méniere’s disease

Comments:



- The reason for the method of analysis is not erpl3ibut appears to use
paired observations with little explanation abdwg variables on which the
pairs were matched

- Because the analysis of vertigo intensity takes \dag (which should be on
a continuous scale) and transforms it into a farwhich each matched pair
has a score of +1, -1. or 0, it is possible thatesanalytical power was lost;
this is difficult to determine

- The three primary outcomes appear to have beequafl @nportance in the
analytical scheme

- The analysis of the AAO functionality scores appeaarhave been done on
ranks rather than in matched pairs; the ranks tgtratified” but the
stratifying variables are not specified—the metbbdandomization is not
clear

- The treatment effect in Table 1 compares the nurobattacks in the “after”
period of 4 weeks and the number in the “beforeiqaeof 8 weeks; the
actual frequency reduction may be much less drartizdin it appears to be

- Graphic displays of data in Figures 1 and 2 areranformative substitute for
a tabular display of data; there also needs tothbwdar display of baseline
data for the two treatment groups

Assessment: Inadequate for evidence regardingdbiéiy®e pressure intervention device
(randomization method unspecified, lack of desmipbf demographics of population,
lack of baseline comparisons in a clear form)



